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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 19 July 2007 . 
2a)M This action is FINAL. 2b)n This action Is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) K Claim(s) 83-98 is/are pending in the application. 

4a) Of the above claim{s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) KI Claim(s) 83-98 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Applicant's amendments and remarks, filed 7/19/07, are acknowledged. Amended 
claims 83-85, 87, 90-92, 94-95, and 97 are acknowledged. 

Applicant's arguments, filed 7/19/07, have been fully considered but they are not deemed 
to be persuasive. Rejections and/or objections not reiterated fi:'om the previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant application. 

Claims 83-98 are herein under examination. 



Claims Rejected Under 35 USC § 112, First Paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

NEW MATTER 

Claims 83-98 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor, at the time of the invention was filed, had possession 
of the claimed invenfion. 

Applicant points to support for the claim amendments in the drawings as originally filed, 
for example, in FIGS. 1, 2, 10, 1 1 A, 1 IB, 12 A, 12B and 19, and in the specificafion as originally 
filed, for example, on page 16, line 4-14, on page 23, lines 8-33, on page 25, lines 12-19, on page 
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30, lines 5-14, on page 31, line 27 through page 32, line 21, on page 33, lines 23-33 and on page 
34, line 32 through page 35, line 1 1 . 

There does not appear to be adequate written description for "selecting one or more 
disease-influencing genes needed to be processed for medical research" (claims 83, 90), "that 
represents a subset of said genotype information associated with each of said groups" (claim 83), 
"identifying one or more individuals having a disease-influencing gene" (claim 90), "identifying 
individuals having a disease-influencing gene" (claim 94), and "to identify one or more 
individuals having a disease-influencing gene" (claim 94). 

While specification (page 11, line 24) and Figure 17 recite "selecting individuals", they 
do not recite "selecting one or more disease-influencing genes needed to be processed for 
medical research" which differs in scope. While the Figure 17 recites "identify gene" (518) and 
Figures 8 and 10 show a report for a single patient, these do not provide adequate written support 
for a display "that represents a subset of said genotype information associated with each of said 
groups" which differs in scope. While Figure 1 7 recites "identify gene" (5 1 8), this does not 
provide adequate written support for "identifying individuals having a disease-influencing gene" 
(claim 94) and "to identify one or more individuals having a disease-influencing gene" (claim 
94) which differs in scope. 

Because the limitations "selecting one or more disease-influencing genes needed to be 
processed for medical research" (claims 83, 90), "that represents a subset of said genotype 
information associated with each of said groups" (claim 83), "identifying one or more 
individuals having a disease-influencing gene" (claim 90), "identifying individuals having a 
disease-influencing gene" (claim 94), and "to identify one or more individuals having a disease- 
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influencing gene" (claim 94) do not appear to have written support in the specification, claims, 
and/or drawings, as originally filed, these phrases are considered to be NEW MATTER. Claims 
84-89, 91-93, and 95-98 are also rejected due to their dependency from claims 83, 90, and 94. 
This rejection is necessitated by amendment. 



Claim Rejections - 35 US.C. 112, First Paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 

Factors to be considered in determining whether a disclosure would require undue 
experimentation have been summarized in Ex parte Forman, 230 USPQ 546 (BPAI 1986) and 
reiterated by the Court of Appeals in In re Wands, 8 USPQ2d 1400 at 1404 (CAFC 1988). The 
factors to be considered in determining whether undue experimentation is required include: (1) 
the quantity of experimentation necessary, (2) the amount or direction presented, (3) the presence 
or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) 
the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. The Board also stated that although the level of the skill in molecular 
biology is high, the results of experiments in genetic engineering are unpredictable. While all of 
these factors are considered, a sufficient amount for a prima facie case are discussed below. 
LACK OF ENABLEMENT 
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Claims 83-98 are rejected under 35 U.S.C. § 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the claimed 
invention. 

This rejection is maintained and reiterated for reasons of record. 

It is well known that the Human Genome Project has revealed that the number of human 
genes is in the range of 30,000. Even this number is controversial. Applicant's invention is 
directed to the clustering of individuals into groups based on responses to queries and then 
determining gene differences between groups in order to determine gene differences for selecting 
disease-influencing genes or identifying individuals having a disease-influencing gene. It is also 
well known that a multitude of polymorphisms exists in human genes caused by environmental 
factors such as chemicals or cosmic rays. These complications resuh in an unpredictable length 
and difficulty in a research project that simply clusters individuals via queries regarding the 
behavior or other characteristics to then isolate or focus on one or more disease-influencing 
gene(s), even if guided by disease risk factors. It is known that some genetic sequences are 
correlated with particular diseased individuals, but that each of these sequences was elucidated 
by lengthy research projects where the findings of the gene sequence was difficult and 
unpredictable. Thus, the clustering of individuals, which has been known for many diseases 
already has not predictably resulted in gene identification, nor will the practice of the instant 
invention predictably result in the selection or identification of disease-influencing gene(s) or the 
identification of individuals having a disease-influencing gene. The publication of Doberstein et 
al. (previously mailed with a previous office action) was cited regarding paragraphs 0003-0008 
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to support the numerous difficulties involved in relating gene sequences to other factors even 
utilizing modem bioinformatics tools. It is also noted one skilled in the art would not 
scientifically conclude that simply comparing genotype information (instant claim 83) or 
comparing genotype information based on groups formed using query responses (instant claims 
90 and 94) results in the identification or selection of a disease-influencing gene or identification 
of individuals having a disease-influencing gene. Furthermore, selecting genes needed to be 
processed for medical research further documents the undue experimentation recited in these 
claims. For these reasons, the instant claims are rejected due to a lack of enablement. 

Applicant argues that the rejection is obviated due to claim amendments. This statement 
is found unpersuasive as the claim amendments still recite the non-enabled elements as described 
above. Applicant summarizes claims 83, 90, and 94. Applicant argues that the claims are 
enabled because Figures 1, 2, and 13-20 along with respective text describe the subject matter 
presently claimed to enable one to make and use the claimed invention, particularly by examples 
of genotype information that can be received or obtained (pages 4-9 of specification) as well as 
examples of comparing genotype information based on groups of individuals. This statement is 
found unpersuasive as this argument does not address the problem of "selecting one or more 
disease-influencing genes needed to be processed for medical research" or "identifying one or 
more individuals having a disease-influencing gene" as already discussed in the rejection above. 
Applicant summarizes Doberstein et al. Applicant argues that a patent need not teach, and 
preferably omits, what is well known in the art. Applicant adds that complex experimentation 
and numerous difficulties do not necessarily make experimentation undue, if the art typically 
engages in such experimentation. This statement is unpersuasive as it is well known that 
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numerous difficulties involved in relating gene sequences to other factors even utilizing modem 
bioinformatics tools (as stated by Doberstein et al.) leading to unpredictable experimentation that 
qualifies as undue experimentation since it is not considered to be routine experimentation. 
As stated in MPEP 2164.03: 

The "predictability or lack thereof in the art refers to the ability of one skilled in the art 
to extrapolate the disclosed or known results to the claimed invention. If one skilled in 
the art can readily anticipate the effect of a change within the subject matter to which the 
claimed invention pertains, then there is predictability in the art. On the other hand, if one 
skilled in the art cannot readily anticipate the effect of a change within the subject matter 
to which that claimed invention pertains, then there is lack of predictability in the art. 
Accordingly, what is known in the art provides evidence as to the question of 
predictability. 

Applicant's arguments are deemed unpersuasive for the reasons given above. 

Claims Rejected Under 35 US.C. § 112, Second Paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 83-93 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which the applicant 
regards as the invention. 

These rejections are necessitated by amendment. 
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The preamble of claim 83 recites selecting one or more disease-influencing genes 
whereas the body of the claim recites selecting individuals, but not genes. In addition, the body 
of the claim recites generating a report representing a subset of genotype information, which is 
not necessarily one or more disease-influencing genes. Therefore, it is not clear if the preamble 
is intended to limit the method and what relationship is intended between the preamble and 
method steps. Claims 84-89 are also rejected due to their dependency from claim 83. 

The preamble of claim 90 recites selecting one or more disease-influencing genes 
whereas the body of the claim does not recite selecting genes, but rather identifying one or more 
individuals having a disease-influencing gene. Therefore, it is not clear if the preamble is 
intended to limit the system and what relationship is intended between the preamble and body of 
the claim. Claims 91-93 are also rejected due to their dependency from claim 90. 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR LI 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center. The 
faxing of such papers must conform with the notices published in the Official Gazette, 1096 OG 
30 (November 15, 1988), 1 156 OG 61 (November 16, 1993), and 1 157 OG 94 (December 28, 
1993) (See 37 CFR § 1.6(d)). The Central Fax Center number for official correspondence is 
(571)273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Carolyn Smith, whose telephone number is (571) 272-0721. The 
examiner can normally be reached Monday through Thursday from 8 A.M. to 6:30 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran, can be reached on (571) 272-0720. 

September 18, 2007 



/Carolyn Smith/ 
Primary Examiner 
AU 1631 



